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GENERAL INFORMATION

Trade Name PASS Anterior Spinal System
Common Name *Anterolateral screw system

Anterolateral plate
Classification Name Spinal intervertebral body fixation orthosis per KWVQ 888.3060
Class 11
Product Code __ _ __ _ _ __ _ _

CFR section 1888.3060
Device panel 1Orthopedic
Legally marketed predicate Colorado 11 Spinal System (Medtronic Sofamor Danek) = K991031
devices IExpediumn Anterior Spine System (Depuy Spine) = K041205

Moss Miami (DePuy Spine) = K964024 / K98201 1
PWB (Cross Medical) = K920116
Synergy VLS (Interpore Cross) = K012871
ISOLA (Acromed) = K980485
Halm Zielke Instrumentation System (Micomed Ortho) =K024125

Date prepared 'May 16, 2011

Submitter 1MEDICREA® INTERNATIONAL
14 Porte du Grand Lyon

101700 NEYRON, France
Contact IJfJ. Webb

1001 Oakwood Blvd
Round Rock, TX 78681
512-388-0199
E-Mail: ortho.medix@sbcglobal.net

DEVICE DESCRIPTION

The Medicrea PASS Anterior Spinal System consists of screws, rods, plates. staples, connection and
locking devices. It can be used for single or multiple level fixations, with one or two rods. This system has
been developed to accommodate a left or right anterior approach. The implants are manufactured from
titanium alloy (Ti-6A1-4V ELI) that conforms to ISO 5832-3 specifications and ASTM F136 specifications.

INTENDED USE
The PASS Anterior Spinal System is an anterolateral screw fixation system intended to provide
immobilization and stabilization of spinal segments from T4 to L5 in skeletally mature patients as an
adjunct to fusion in the treatment of the following acute and chronic instabilities or deformities of thoracic
and lumbar spine:

* Degenerative disc disease (DDD) (defined as back pain of discogenic origin with degeneration of the
disc confirmed by history and radiographic studies)

* Traumatism (ex: fracture, dislocation)
* Tumor
" Spinal deformation such as scoliosis or kyphosis
* Failed previous fusion (Pseudoarthrosis)



SUBSTANTIAL EQUIVALENCE CLAIMED TO PREDICATE DEVICES
The PASS Anterior Spinal System is similar to the Moss Miami and the Halm Zielke Instrumentation
System.
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510(k) number /K982011 K024125

Sponsor Medicrea Depuy'Spine Micomed

Device Spinal intervertebral body 888.3060/ Spinal 888.3060/ Spinal
Classification fixation orthosis intervertebral body intervertebral body
Name fixation orthosis fixation orthosis

Product Code KWQ KWQ KWQ

Intended use Per KWQ Per KWQ Per KWQ
Manufactured from

Manuactred rombiocompatible Stainless
Material Ti6AI4V alloy per ASTM Manufatre fromles Steel (316 LS) according

F-136 or ISO 5832-3 bilompTib tainles to ASTM F1 314 or
Titanium (Ti 6AI 4V)
according to ASTM F136

- simple screws 05.5, The MOSS Miami is The HALM ZIELKE
6.5 or 7.2mm, L=25 to composed of the following Instrumentation system is
50mm major components: rod, composed of the followed

- rods 05.5, L=60 to screws and bolts. major components: rod,
Components 280mm screws and nuts,

- staples
- plates
- nuts
- dual connectors

NON-CLINICAL TEST SUMMARY
The following tests were conducted according to ASTM F1717:

1. Static testing in a load to failure mode in axial compression bending
2. Static testing in a load to failure mode in torsion
3. Cyclical axial compression bending testing

CLINICAL TEST SUMMARY

No clinical studies were performed.

CONCLUSIONS: NON-CLINICAL AND CLINICAL

The PASS Anterior Spinal System is substantially equivalent to the predicate devices in terms of
indications for use, design, material, and function.



DEPARTMENT OF HEALTH &HUMAN SERVICES PuliHc 11ealth Service4

Mlecicrea International
CA The OrthoN'ledix CWi) 11C. [o
Mr. J1. D. \VebbAU 23T
1 001 Oakwood Boule vard3

Round Rock, Texas 78681

Re: K102406
Trade/Device tName: Pass Anterior Spinal System
Regu'Llationl N\'umlber: 2 1 CFRZ 888.3060
Regulation Name: Spinal i nvertebral body Fixation orthosis
Regu)Llatory\ Class. Class If
ProdcLIt Code: K'\\'Q
Dated: July 27. 20 11
Received: August 02. 2011

Dear- Mr. \Vebb:

We have reviewed yourY Section 5 1 0(k) premnarket notil'ication of Intent to mnarket the device
referenced above and have determined the device is Substantially equivalent (for the indications
for1 use stated inl thle ecoIsure) to legally marketed predicate devices marketed in interstate
commerce pr ior to M~ay 28, 1 976. the enactment date of the NMedical Device Amendments, or to
devices that have been reelassi fled in accordance with the provisions of the Federal Food, Drug,1
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PM4A).
You may, therefore, market the device, Subject to the general controls provisions of the Act. Thie
general controls provisions of the Act include requirements For annual registration, listing of
devices, good mnau facturing practice, labeling, and prohibitions against misbranding and
adulter'ation. Please note: CDRI-l does not evaluate information related to contract liability
wvarranties. \We reiind you; however, that device labeling Must be truLthful an1d not uiisl cad iMng

lfyouLr device is classi fled (see above) into either class 11 (Special Controls) or- class Ill (PMA), it
may be subject to additional controls. Existing inajor1regu.lations affecting Your device can be
roundl inl thle Code of' Federal Regal aflons. Title 21 P aits 800 to 898. [n atwiton. FDA mnay
pi)Lblishl further ainuneMets concerning Your device in thle Federal Register.

Please be advised that FDA's issuance of a Substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requiremnents of tbe Act
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or any Fe deralI s tatu tes and iegu Iat ioH s adin i iste red by' other Federal agencies. YOU in uIst
comlply with all the Act's req~UiICemetS, inc~luding., but not limited to: registration aind[ listing (21
CUR 'art 807); labeling (2)1 CF K Part 801)i medi cal device reporting (reporting oFnmcdi cal
(ICvi ce-relIated ad ver se eve nts) (2 1 CUR 803); goo0d mIanu1facturing' p racti ce requiremoents as set
It r-th i n thle quLalIityI svS tenIS (QS) r egulIat ion (2 1 CF K Part 820); and i f applIicablIe, thle e I cc Ironic
pro'duct radiation control provisions (Sections 531 -542 of the Act); 2 1 CI2R 1000-1050.

you'01 desire specific adv ice for your device on1 our lIabelIing regulIation (2 1 CUR P)art 801), plIease
go to http:/kwww. fda.Qov/AboutF-DA/CcntersOffiees/CDR-l/CD It-HOffiesuCml I I 5809.htm for
the Center- for Devices and Radiological HeIalth's (CDRIL's) Office of Compliance. Also, please
no0te thle regulati on entitled, "Misbranding by reference to premarket notification' (21ICF K Part
807.97). ['or qtiestions regarding the reporting of adverse events Under the N4DR regulation (21
CUR Part 803)), please go to
lhttl)://wwwvx.fda1 .j ov,/Nedic,-llDevices/Safetv/lRepor-tailloblein/defau~lt,litii for the CDRZI-I' s Office
of SL rveilIlance and B iometri cs/Division of Postmarket S unveil lanIce.

YOU may obtaini other general information onl your responsibilities tinder thle Act from the
D ivi sion of'Small Manu faEcturer-s. internationlal and Consumer Assi stance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address
hittl)://\WWw.t'fda.nov/MecdicaitDevices/ReSOuricesforYoui/lidusti-v/defhuI~lt.hltml.

Sincerely yours,

DtMark N. INvlelkerson
Director
Division of Surgical, Orthopedic

and Restorative Devices
Office of Device Evaluation
Center for Devices and
Radiological Health

En1closure
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Medicrea - PASS Anterior Spinal System

INDICATIONS FOR USE

510(k) Number (if known): KIO0Z2406

Device Name: PASS Anterior Spinal System

indications for use:

The PASS Anterior Spinal Systems is an anterolateral screw fixation system intended to provide

immobilization and stabilization of spinal segments from T4 to LS in skeletally mature patients as

an adjunct to fusion in the treatment of the following acute and chronic instabilities or

deformities of thoracic and lumbar spine:

" Degenerative disc disease (DOD) (defined as back pain of discogenic origin with degeneration

of the disc confirmed by history and radiographic studies)

"Traumatism (ex: fracture, dislocation)

* Tumor

" Spinal deformation such as scoliosis or kyphosis

"Failed previous fusion (Pseudoarthrosis)

Prescription Use 2K ADO Over-The-Counter Use ___

(Part 21 CFR 801 Subpart D) AN/R(21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE OF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

510(k)Number KlZ t


